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1 .I 2 51O(k) Summary of the IBD-Q[JIK C 1 I . P  test /w ;30 ?!U+ 

, The I%JLl-QC/IK C.'IIEKm test is a 1 0-minute inltnunochromato~~ph~c dcvicc for 
thc dctcction of elevated levels of lnctofcnin, a marker for fecal lcukocytes and iui 
indicator of intestinal iii flammation. 'lhc tcst utilizes the same polyclonal antihodi'es 
against human lactofernin as our prcviously cleared I . F ~ J K ~ ~ - l Z S l m  and IRD-CHLK rM 
tcst. 'I'hc pol ycloiial antibodies to liurnan lactoltm'n are immobilized on ni trocelhlose 
and the conjugate consists of the samc 'antibodies linked to colloidal gold particles. Tlne 
IBD-QUK CH€K'- test results can hc uscd to aid the physician in dist.inguishing active 
IBD (inflammatory bowel discasc) from active IM (irritable bowel syndromc - 
noninflammatory condition). 

'lhc IUU-QUIK CHEkTM test is substantially equivalent to the L E U K O - ~ ~ S ~  lbr 
thc dctection of lkcal leukocytes and to the IBD-CH!X!) test for distinguishing active 
IBD liom TRS, tmgeting the sanc dctection level or lnctoferrin. 'ihc tcsts are similar in 
that Czl thrcc assays detecl the presence of fecal lcukocyles. The differemes hct.wccn the 
itssays consist of variations in formals. TIK IX~.JKO-TLW* is a. latcx agglutination test, 
the IBD-C.YIEA? test is ai1 enzynie-liilkcd inlmunoassuy and the / / j />-QUX CI$€KrM 
test i s  a n  immuiiochromatogrslpliic device (lateral flow). 

The IBD-QUI.  CIILKrM tosi was coni.pared directly with tlic LE~lK(l-TESIm, 
microscopy and thc IBD-CHE'KrM test. Whcn comparcd with (lie IIEUh'O-TESI* and 
microscopy, thc IBD-QUIK CHEk? test shclrvcd a. correlndon of 97.94,. In tlic sanx 
study, when the ,!lW-QUX C X E F M  was compared to thc LEUKO-TE.S7"9, tlie 
correlation was S8.1%. 

In mi additional cliriicrrl cvduation, the IBD-QUIK C.'flEKrM tcst was compared to 
clinical nsscssmcnts and IRD-CHEATM test rcsults of lBU patients, active IBS paticm 
and hcalthy persons. In the IRD group, tlicrc wcrc 58 ( I6  with active Crohn's discasc and 
12 with activc tilcerative colitis) with activc discasc aid 35 with inactive d.isea.sc. h t l x  
active group, 100% tcstod positive in the IRD-QCIfK ClfLKrM tcst. In the inactive group, 
2 (5.7u/0) of the patients with Crohn's discasc t.cstcd positive. OT the 46 1131.1 paticnts with 
active Crohn's disease, 100% testcd positive. Of the 12 IHI) paticr1t.s with active 
ulccralive colitis, lOOo/o tested positive in tlic IBD-QrJK CHEPM test. A11 17 persons 
(100%) with active irritable bowel syndrornc and all 27 healthy adults (100Y0) ies td  
negative in tlie IBD-QUK CfILKrbl t a t .  
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

Food and Drug Administration 
2098 Gaither Road 
Rockville MD 20850 

APR 2 1. 2003 
David M. Lyerly 
Vice President of Research and Development 
TECHLABSB, Inc. 
1861 Pratt Drive, STE 1030 
Corporate Research center 
Blacksburg, VA 24060-6364 -. 

Re: KO30704 
Trade/Device Name: IBS-QUICK CHECIPM 
Regulation Number: 2 1 CFR 866.5570 
Regulatory Class: Class I 
Product Code: DEG 
Dated: March 5, 2003 
Received: March 6,2003 

Dear Dr. Lyerly: 

We have reviewed your Section 5 1 O(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions of the Act. The 
general col‘itrols provisions of the Act include requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), 
it may be subject to such additional controls. Existing major regulations affecting your device 
can be found in Title 21, Code of Federal Regulations (CFR), Parts 800 to 895. In addition, FDA 
may publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (2 1 
CFR Part 807); labeling (2 1 CFR Parts 80 1 and 809); and good manufacturing practice 
requirements as set forth in the quality systems (QS) regulation (2 I CFR Part 820). 
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This letter will allow you to begin marketing your device as described in your Section 5 1 O(k) 
premarket notification. The FDA finding of substantial equivalence of your device to a leg,ally 
marketed predicate device results in a classification for your device and thus, permits your 
device to proceed to the market. 

If you desire specific information about the application of labeling requirements to your device, 
or questions on the promotion and advertising of your device, please contact the Office of In 
Vitro Diagnostic Device Evaluation and Safety at (30C) 594-3084. Also, please note the 
regulation entitled, "Misbranding by reference to premarket notification" (2 1 CFR Part 807.97). 
You may obtain other general information on your responsibilities under the Act from the 
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number 
(800) 638-2041 or (301) 443-6597 or at its Internet address 
http://www. fda. gov/cdrh/dsma/dsmamain. html. 

Sincerely yours, 

Steven I. Gutman, M.D., M.B.A. 
Director 
Office of In Vitro Diagnostic Device 

Evaluation and Safety 
Center for Devices and 

Radiological Health 

Enclosure 
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2.0 STATEMENT OF INTENDED USE 

510(k) Number (if known): x03070% 

Device Name: IBD-OUIK CHEFM 

Indications For Use: 

The IBD-QUIK CHEFM test is an immunochromatographic test for the 
qualitative detection of elevated levels of lactoferrin, a marker for fecal leukocytes and an 
indicator of intestinal inflammation. The test can be used as an in vitro diagnostic aid to 
help identify patients with active inflammatory bowel disease (IBD) and rule out those 
with active noninflammatory irritable bowel syndrome (IBS). FOR IN VITRO 
DIAGNOSTIC USE. 

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Prescription Use J OR Over-The Counter Use 
(Per 21 CFR 801.109) 

(Optional format 1-2-96) 

Division of Clinical Laboratcxy Chsvicw 
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